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(57) Abstract: The present invention encompasses albumin fusion proteins. Nucleic acid molecules encoding the albumin fusion 
ffi proteins of the invention are also encompassed by the invention, as are vectors containing these nucleic acids, host cells transformed 
with these nucleic acids vectors, and methods of making the albumin fusion proteins of the invention and using these nucleic acids, 
^ vectors, and/or host cells. Additionally the present invention encompasses pharmaceutical compositions comprising albumin fusion 
proteins and methods of treating, preventing, or ameliorating diseases, disordrs or conditions using albumin fusion proteins of the 
invention. 
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albumin conjugated proteins may reduce the need to formulate protein solutions with large 
excesses of carrier proteins (such as albumin, unfused) to prevent loss of Therapeutic 
proteins due to factors such as binding to the container. 

[0008] The present invention encompasses albumin fusion proteins comprising a 

Therapeutic protein (e.g., a polypeptide, antibody, or peptide, or fragments and variants 
thereof) fused to albumin or a fragment (portion) or variant of albumin. The present 
invention also encompasses albumin fusion proteins comprising a Therapeutic protein 
(e.g., a polypeptide, antibody, or peptide, or fragments and variants thereof) fused to 
albumin or a fragment (portion) or variant of albumin, that is sufficient to prolong the 
shelf life of the Therapeutic protein, and/or stabilize the Therapeutic protein and/or its 
activity in solution (or in a pharmaceutical composition) in vitro and/or in vivo. Nucleic 
acid molecules encoding the albumin fusion proteins of the invention are also 
encompassed by the invention, as are vectors containing these nucleic acids, host cells 
transformed with these nucleic acids vectors, and methods of making the albumin fusion 
proteins of the invention and using these nucleic acids, vectors, and/or host cells. 
[0009] The invention also encompasses pharmaceutical formulations comprising 

an albumin fusion protein of the invention and a pharmaceutical^ acceptable diluent or 
carrier. Such formulations may be in a kit or container. Such kit or container may be 
packaged with instructions pertaining to the extended shelf life of the Therapeutic protein. 
Such formulations may be used in methods of treating, preventing, ameliorating or 
diagnosing a disease or disease symptom in a patient, preferably a mammal, most 
preferably a human, comprising the step of administering the pharmaceutical formulation 
to the patient. 

[0010] In other embodiments, the present invention encompasses methods of 

preventing treating, or ameliorating a disease or disorder. In preferred embodiments, the 
present invention encompasses a method of treating a disease or disorder listed in the 
"Preferred Indication Y" column of Table 1 comprising administering to a patient in which 
such treatment, prevention or amelioration is desired an albumin fusion protein of the 
invention that comprises a Therapeutic protein portion corresponding to a Therapeutic 
protein (or fragment or variant thereof) disclosed in the "Therapeutic Protein X" column of 
Table 1 (in the same row as the disease or disorder to be treated is listed in the "Preferred 
Indication Y" column of Table 1) in an amount effective to treat prevent or ameliorate the 
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get gca agt caa get gec tta ggc tta taacatctac atttaaaagc atctcag 1782 
Ala Ala Ser Gin Ala Ala Leu Gly Leu 
580 585 



<210> 18 

<211> 585 

<212> PRT 

<213> Homo Sapiens 

<400> 18 

Asp Ala His Lys Ser Glu Val Ala His Arg Phe Lys Asp Leu Gly Glu 
15 10 15 

Glu Asn Phe Lys Ala Leu Val Leu He Ala Phe Ala Gin Tyr Leu Gin 
20 25 30 

Gin Cys Pro Phe Glu Asp His Val Lys Leu Val Asn Glu Val Thr Glu 
35 40 45 

Phe Ala Lys Thr Cys Val Ala Asp Glu Ser Ala Glu Asn Cys Asp Lys 
50 55 60 

Ser Leu His Thr Leu Phe Gly Asp Lys Leu Cys Thr Val Ala Thr Leu 
65 70 75 80 

Arg Glu Thr Tyr Gly Glu Met Ala Asp Cys Cys Ala Lys Gin Glu Pro 
85 90 95 

Glu Arg Asn Glu Cys Phe Leu Gin His Lys Asp Asp Asn Pro Asn Leu 
100 105 110 

Pro Arg Leu Val Arg Pro Glu Val Asp Val Met Cys Thr Ala Phe His 
115 120 125 

Asp Asn Glu Glu Thr Phe Leu Lys Lys Tyr Leu Tyr Glu He Ala Arg 
130 135 140 

Arg His Pro Tyr Phe Tyr Ala Pro Glu Leu Leu Phe Phe Ala Lys Arg 
145 150 155 160 

Tyr Lys Ala Ala Phe Thr Glu Cys Cys Gin Ala Ala Asp Lys Ala Ala 
165 170 175 

Cys Leu Leu Pro Lys Leu Asp Glu Leu Arg Asp Glu Gly Lys Ala Ser 
180 185 190 

Ser Ala Lys Gin Arg Leu Lys Cys Ala Ser Leu Gin Lys Phe Gly Glu 
195 200 205 

Arg Ala Phe Lys Ala Trp Ala Val Ala Arg Leu Ser Gin Arg Phe Pro 
210 215 220 

Lys Ala Glu Phe Ala Glu Val Ser Lys Leu Val Thr Asp Leu Thr Lys 
225 230 235 240 

Val His Thr Glu Cys Cys His Gly Asp Leu Leu Glu Cys Ala Asp Asp 
245 250 255 

Arg Ala Asp Leu Ala Lys Tyr He Cys Glu Asn Gin Asp Ser He Ser 

260 265 270 

Ser Lys Leu Lys Glu Cys Cys Glu Lys Pro Leu Leu Glu Lys Ser His 
275 280 285 

Cys He Ala Glu Val Glu Asn Asp Glu Met Pro Ala Asp Leu Pro Ser 
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290 



295 



300 



Leu Ala Ala Asp Phe Val Glu Ser Lys Asp Val Cys Lys Asn Tyr Ala 
305 310 315 320 

Glu Ala Lys Asp Val Phe Leu Gly Met Phe Leu Tyr Glu Tyr Ala Arg 
325 330 335 

Arg His Pro Asp Tyr Ser Val Val Leu Leu Leu Arg Leu Ala Lys Thr 
340 345 350 

Tyr Glu Thr Thr Leu Glu Lys Cys Cys Ala Ala Ala Asp Pro His Glu 
355 360 365 

Cys Tyr Ala Lys Val Phe Asp Glu Phe Lys Pro Leu Val Glu Glu Pro 
370 375 380 

Gin Asn Leu lie Lys Gin Asn Cys Glu Leu Phe Glu Gin Leu Gly Glu 
385 390 395 400 

Tyr Lys Phe Gin Asn Ala Leu Leu Val Arg Tyr Thr Lys Lys Val Pro 
405 410 415 

Gin Val Ser Thr Pro Thr Leu Val Glu Val Ser Arg Asn Leu Gly Lys 
420 425 430 

Val Gly Ser Lys Cys Cys Lys His Pro Glu Ala Lys Arg Met Pro Cys 
435 440 445 

Ala Glu Asp Tyr Leu Ser Val Val Leu Asn Gin Leu Cys Val Leu His 
450 455 460 

Glu Lys Thr Pro Val Ser Asp Arg Val Thr Lys Cys Cys Thr Glu Ser 
465 470 475 480 

Leu Val Asn Arg Arg Pro Cys Phe Ser Ala Leu Glu Val Asp Glu Thr 
485 490 495 

Tyr Val Pro Lys Glu Phe Asn Ala Glu Thr Phe Thr Phe His Ala Asp 
500 505 510 

lie Cys Thr Leu Ser Glu Lys Glu Arg Gin He Lys Lys Gin Thr Ala 
515 520 525 

Leu Val Glu Leu Val Lys His Lys Pro Lys Ala Thr Lys Glu Gin Leu 
530 535 540 

Lys Ala Val Met Asp Asp Phe Ala Ala Phe Val Glu Lys Cys Cys Lys 
545 550 555 560 

Ala Asp Asp Lys Glu Thr Cys Phe Ala Glu Glu Gly Lys Lys Leu Val 
565 570 575 



Ala Ala Ser Gin Ala Ala Leu Gly Leu 
580 585 



<210> 19 
<211> 57 
<212> DNA 

<213> Artificial Sequence 

<220> 

<221> primer__bind 

<223> primer used to generate Xhol and Clal 
site in pPPC0006 
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